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SULFACETAM DE SCDI UM AND PREDNI SOLONE ACETATE
CPHTHALM C SUSPENS|I ON USP AND CPHTHALM C O NTMENT USP

DESCRI PTI ON

Sul f acet am de sodi um and predni sol one acetate ophthal mc
suspension/ointnent is a sterile corticosteroid and

anti bacterial topical conbination which has the follow ng
conposi tion:

Sul facetamde Sodium.................... ng/ g (niL)
(bacteriostatic antibacterial)
Predni sol one Acetate..................... mg/ g (niL)

(corticosteroid/anti-inflammatory)

[ nclude the qualitative and quantitative infor-
mation as required under 21 CFR 201.100(b)(4)]

The chem cal nane for sul facetamde sodiumis N-
sul fani | yl acet am de nonosodi um salt nonohydr at e.

The chem cal name for prednisolone acetate is 118,17, 21-
t ri hydr oxypr egna- 1, 4- di ene- 3, 20- di one, 21- acet at e.

They have the follow ng chemcal structures:

Sul f acet am de Sodi um

MN = 254. 24 C,HN,NaO, S H,0

Pr edni sol one Acetate
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MV =402. 49 CrsHio O
CLI NI CAL PHARMACOLOGY

Corticosteroids suppress the inflamatory response to a
variety of agents and they probably delay or slow healing.
Since corticosteroids nmay inhibit the body' s defense
mechani sm agai nst infection, a concomtant antibacteria
drug may be used when this inhibition is considered to be
clinically significant in a particul ar case.

Wien a decision to admnister both a corticosteroid and an
anti bacterial is made, the admnistration of such drugs in
conbi nati on has the advantage of greater patient conpliance
and conveni ence, wth the added assurance that the
appropriate dosage of both drugs is admnistered, plus
assured conpatability of ingredients when both types of drugs
are in the sane fornmulation and, particularly, that the
correct volume of drug is delivered and retai ned.

The rel ative potency of corticosteroids depends on the
mol ecul ar structure, concentration and rel ease fromthe
vehi cl e.

M crobi ol ogy: Sulfacetamde exerts a bacteriostatic effect
agai nst susceptible bacteria by restricting the synthesis of
folic acid required for growth through conpetition with p-
am no- benzoi c aci d.

Sonme strains of these bacteria may be resistant to
sul facetam de or resistant strains nay energe in vivo.

The anti-infective conponent in these products is included to
provi de action agai nst specific organi sns susceptible to it.
Sul facetam de sodiumis active in vitro against susceptible
strains of the follow ng m croorgani sns: Escherichia coli,
St aphyl ococcus aureus, Streptococcus pneunopni ae,
Streptococcus (viridans group), Haenophilus influenzae,

Kl ebsi el | a species, and Enterobacter species. This product
does not provi de adequat e coverage agai nst: Nei sseri a
speci es, Pseudonbnas species, Serratia marcescens (see

| NDI CATI ONS AND USAGE) .
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| NDI CATI ONS AND USAGE

Sul f acet am de sodi um and predni sol one acetate ophthal mc
suspensi on/ oi ntment is indicated for steroid-responsive
inflammatory ocul ar conditions for which a corticosteroid is
i ndi cated and where superficial bacterial ocular infection or
a risk of bacterial ocular infection exists.

Qcul ar corticosteroids are indicated in inflammatory
conditions of the pal pebral and bul bar conjunctiva, cornea,
and anterior segnment of the gl obe where the inherent risk of
corticosteroid use in certain infective conjunctivitides is
accepted to obtain dimnution in edema and inflamation. They
are also indicated in chronic anterior uveitis and cornea
injury fromchemcal, radiation or thermal burns or
penetration of foreign bodies.

The use of a conbination drug with an anti-infective
conponent is indicated where the risk of superficial ocular
infection is high or where there is an expectation that
potentially dangerous nunbers of bacteria will be present in
t he eye.

The particular antibacterial drug in this product is active
agai nst the foll ow ng common bacterial eye pathogens:
Escherichia coli, Staphyl ococcus aureus, Streptococcus
pneunoni ae, Streptococcus (viridans group), Haenophil us

i nfl uenzae, Kl ebsiella species, and Enterobacter species.

The product does not provi de adequat e coverage agai nst:
Nei sseri a species, Pseudononas species, Serratia marcescens.

A significant percentage of staphylococcal isolates are
conpletely resistant to sulfa drugs.

CONTRAI NDI CATI ONS

Sul f acet am de sodi um and predni sol one acetate ophthal mc
suspensi on/ointment is contraindicated in nost viral diseases
of the cornea and conjunctiva including epithelial herpes
sinplex keratitis (dendritic keratitis), vaccinia, and
varicella, and al so in nycobacterial infection of the eye and
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fungal diseases of ocular structures. This product is also
contraindicated in individuals with known or suspected
hypersensitivity to any of the ingredients of this
preparation, to other sul fonam des and to ot her
corticosteroids. See WARNI NGS. (Hypersensitivity to the
anti mcrobial conponent occurs at a higher rate than for

ot her conponents.

WARNI NGS

NOT FCR | NDECTI ON | NTO THE EYE. Prol onged use of
corticosteroids may result in ocul ar hypertension/ gl aucona
wi th damage to the optic nerve, defects in visual acuity and
fields of vision, and in posterior subcapsul ar cataract
formati on.

Acute anterior uveitis may occur in susceptible individuals.

Prol onged use of sul facetam de sodi um and predni sol one
acet at e opht hal m ¢ suspensi on/ oi ntnent may suppress the host
response and thus increase the hazard of secondary ocul ar
infections. In those di seases causing thinning of the cornea
or sclera, perforation has been known to occur with the use
of topical corticosteroids. In acute purulent conditions of
the eye, corticosteroids nay nask infection or enhance

exi sting infection.

If the product is used for 10 days or |onger, intraocul ar
pressure should be routinely nonitored even though it may be
difficult in children and uncooperative patients.
Corticosteroids should be used with caution in the presence
of gl aucomna.

A significant percentage of staphylococcal isolates are
conpl etely resistant to sul fonam des.

The use of steroids after cataract surgery may del ay healing
and i ncrease the incidence of filtering bl ebs.

The use of ocul ar corticosteroids nay prolong the course and
may exacerbate the severity of many viral infections of the



Sul f acet am de Sodi um and Label i ng Qui dance
Predni sol one Acetate (phthal mc Revi sed 1/ 95
Suspensi on and Q nt nent

eye (including herpes sinplex). Enploynment of corticosteroid
medi cation in the treatnent of herpes sinplex requires great
cauti on.

Topi cal steroids are not effective in nustard gas keratitis
and § 6gren's keratoconjunctivitis.

Fatalities have occurred, although rarely, due to severe
reactions to sul fonamdes includi ng Stevens-Johnson syndrone,
toxi c epidermal necrolysis, ful mnant hepatic necrosis,
agranul ocytosis, aplastic anema and ot her bl ood dyscrasi as.
Sensitizations may recur when a sulfonamde is
readm ni stered, irrespective of the route of admnistration
If signs of hypersensitivity or other serious reactions
occur, discontinue use of this preparation. O oss-sensitivity
anong corticosteroi ds has been denonstrated (See ADVERSE
REACTI ONS) .

PRECAUTI ONS

General: The initial prescription and renewal of the

medi cati on order beyond 8 g of ointnent or 20 niL of
suspensi on shoul d be nmade by a physician only after

exam nation of the patient with the aid of nagnification,
such as slit lanp bi omcroscopy and, where appropriate
fluorescein staining. If signs and synptons fail to inprove
after two days, the patient should be re-eval uat ed.

The possibility of fungal infections of the cornea should be
consi dered after prolonged corticosteroid dosing. Use with
caution in patients with severe dry eye. Fungal cultures
shoul d be taken when appropri ate.

The p-am nobenzoi ¢ acid present in purul ent exudates conpetes
wi th sul fonam des and can reduce their effectiveness.

Oohthal mc ointnments nmay retard corneal healing.

Information for Patients: If inflamation or pain persists
| onger than 48 hours or becones aggravated, the patient
shoul d be advi sed to discontinue use of the nedication and
consult a physician (see WARN NGS).
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This product is sterile when packaged. To prevent
contamnati on, care should be taken to avoid touching the
dropper/tube tip to eyelids or to any other surface. The use
of this dropper bottle/tube by nore than one person nay
spread infection. Keep bottle/tube tightly closed when not in
use. Protect fromlight. Sul fonam de sol uti ons darken on

prol onged standi ng and exposure to heat and |ight. Do not use
if solution has darkened. Yellow ng does not affect activity.
Keep out of the reach of children

Laboratory Tests: Eyelid cultures and tests to determne the
susceptibility of organisns to sul facetam de may be indicated
if signs and synptons persist or recur in spite of the
recomrended course of treatnent with sul facetam de sodi um and
pr edni sol one acet ate opht hal m ¢ suspensi on/ oi nt nent .

Drug Interactions: Sulfacetamde sodi umand predni sol one
acet ate opht hal mc suspension/ointnent is inconpatible with
silver preparations. Local anesthetics related to

p- am nobenzoi ¢ acid nmay antagoni ze the action of the

sul f onam des.

Car ci nogenesi s, Miutagenesis, Inpairnent of Fertility:
Predni sol one has been reported to be noncarci nogeni c. Long-
termani mal studies for carcinogenic potential have not been
performed with sul facetam de.

Mit ageni ¢ studi es with predni sol one have been negati ve.

Studi es on reproduction and fertility have not been perforned
with sulfacetamde. Along-termchronic toxicity study in
dogs showed that high oral doses of prednisol one prevented
estrus. A decrease in fertility was seen in nale and fenal e
rats that were mated follow ng oral dosing wth anot her

gl ucocorti costeroid.

Pregnancy: Teratogenic Effects: Pregnancy Category C Aninal
reproduction studi es have not been conducted with

sul facet am de sodi um Predni sol one has been shown to be
teratogenic in rabbits, hansters, and mce. In mce,

pr edni sol one has been shown to be teratogenic when given in
doses 1 to 10 times the human ocul ar dose. Dexamnet hasone,

hydr ocorti sone and predni sol one were ocularly applied to both
eyes of pregnant mce five times per day on days 10 through
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13 of gestation. A significant increase in the incidence of
cleft palate was observed in the fetuses of the treated mce.
There are no adequate well-control |l ed studies in pregnant
wonen dosed with corticosteroids.

Kernicterus nmay be precipitated in infants by sul fonam des
bei ng given systemcally during the third trinester of
pregnancy. It is not known whet her sul facetam de sodi um can
cause fetal harmwhen admnistered to a pregnant wonan or
whet her it can affect reproductive capacity.

Sul f acet am de sodi um and predni sol one acetate ophthal mc
suspensi on/ oi nt ment shoul d be used during pregnancy only if
the potential benefit justifies the potential risk to the

f et us.

Nursing Mothers: It is not known whether topica

adm nistration of corticosteroids could result in sufficient
system c absorption to produce detectable quantities in hunan
ml k. Systemcally admnistered corticosteroids appear in
human mlk and coul d suppress growh, interfere with
endogenous corticosteroid production, or cause other untoward
effects. Systemcally adm ni stered sul fonam des are capabl e
of producing kernicterus in infants of |actating wonen.
Because of the potential for serious adverse reactions in
nursing infants from sul facetam de sodi um and predni sol one
acet at e opht hal m ¢ suspensi on/ oi ntnent, a deci sion shoul d be
nmade whet her to discontinue nursing or to discontinue the
nmedi cation taking into account the inportance of the drug to
t he not her.

Pedi atric Use: Safety and effectiveness in children have not
been est abl i shed.

ADVERSE REACTI ONS

Adver se reactions have occurred with corticosteroid/anti -
bacterial conbinati on drugs which can be attributed to the
corticosteroid conponent, the anti bacterial conponent, or the
conbi nati on. The exact incidence is not known.

Reactions occurring nost often fromthe presence of the anti -
bacterial ingredient are allergic sensitizations. Fatalities
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have occurred, although rarely, due to severe reactions to
sul f onam des i ncl udi ng St evens-Johnson syndrone, toxic

epi dermal necrolysis, ful mnant hepatic necrosis,

agranul ocytosi s, aplastic anema, and other bl ood dyscrasias
(See WARNI NGS) .

Sul f acet am de sodi um may cause local irritation

The reactions due to the corticosteroid conponent in
decreasing order of frequency are: elevation of intraocul ar
pressure (1 OP) with possible devel opnent of gl aucona and

i nfrequent optic nerve damage, posterior subcapsul ar cataract
formation, and del ayed wound heal i ng.

Al though systemc effects are extremely uncommon, there have
been rare occurrences of system c hypercorticoidismafter use
of topical steroids.

Corticosteroid-containing preparations can al so cause acute
anterior uveitis or perforation of the globe. Mdriasis, |oss
of accommodation and ptosis have occasionally been reported
following | ocal use of corticosteroids.

Secondary infection: The devel opnent of secondary infection
has occurred after use of conbinations contai ning
corticosteroids and anti bacterials. Fungal and viral
infections of the cornea are particularly prone to devel op
coincidentally with | ong-termapplications of corticosteroid.
The possibility of fungal invasion nust be considered in any
persistent corneal ulceration where corticosteroid treatnent
has been used.

Secondary bacterial ocular infection follow ng suppression of
host responses al so occurs.

DOSAGE AND ADM NI STRATI ON
Sul f acet am de sodi um and predni sol one acetate ophthalmc
suspensi on: SHAKE WELL BEFORE USING Instill two drops

topically in the eye(s) every four hours.

Not nore than 20 nL should be prescribed initially.
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Sul f acet am de sodi um and predni sol one acetate ophthalmc
ointment: A small anount, approxinmately 1/2 inch ribbon of
oi ntnment, should be applied in the conjunctival sac three or
four times daily and once or tw ce at night.

Not nore than 8 g should be prescribed initially.

The dosi ng of sul facetam de sodi um and predni sol one acetate
opht hal m ¢ suspensi on/ oi ntnent nmay be reduced, but care
shoul d be taken not to discontinue therapy prematurely. In
chronic conditions, wthdrawal of treatnment should be carried
out by gradual ly decreasing the frequency of application.

If signs and synptons fail to inprove after two days, the
pati ent shoul d be re-eval uated (see PRECAUTI ONS) .

HOW SUPPLI ED

Est abl i shed nane

Strength of the dosage form

Packagi ng

Speci al handling and storage conditions



